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Re: Perfiynmnce Standardfor Vibrio VUMCUA Request for Comments

DEPARTMENT OF HEALTHAND HUM/%NSERVICES
Food and Drug Administration
~OCkOtNo. 98P-0504]

Dear Dr. /3chwa@

I am writ~g you because Kwould like to submitmy comments in regardsto the FDA’s Request
for Co~ents on performance standardsfor Wwio wln@ws and Vibriopmzkaemolyticm.
WhileI @ not comment directly on those specfic ,areascalled for in theFederalRegister, I do
want to dornmenton the process of establishingpolicies and regulationsfor shellfishandthe need
for furthe/rresearchin establishingscientificallysound environmentalparametersfor t’ibrio
vuhrya and Vibrio parduemol~”cus.

f

My prim~ concern pertainsto the process of establishingpolicies and regulationsfor shellfish.
Specific+y7 I am concermxl thatthe petition submittedto you by the Centerfor Science in the
Public I~teresthas ci.mwnventedthe InterstateSheMishSanitationCord%rence(ISSC) process by
which policies and regulationsfor assuringshelMshsdety arenormallydeveloped. in speaking

Jwith rep esentativesof the West Coast shellfishindustry,I krpw thatthey are concerned with
protecting public health and have experienced some ~stration with the ISSC proces-i in the past
in regardsto the Gulf Coast’s historicalproblems with Vibrio L@@cw, However, I stillbelieve
the ISS~ process td%ersthe most democratic solutionto the many complex issues relatedto
shellfish,sal%ty.I therefore urge you to carefidlyconsider any comments thatmay come ~ and to
sharethese eornmentswith the ISSC so thatthe deliberationprocess of the ISSC is not

~circumv nted.

I also bc$ievethatfiu-therresearchis needed to establishscientificallysound environmental
parametersfor Vibrio whzj7cus and Vibrio parahaemolyticus. On the West Coast, where Vibrio
paddmolyticu.s has been a proble~ particularlyfor the past two uncommonly warm summers,
the she$sh industryworked with theirregulatorsto develop a control plan, That pla~ put into
place t~s past summer,appearsto have been highly effective in reducingiIlnessescaused by these
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bacteria. Stimtie plmdsocdls fordata coUectio~wMe seetigly reduckg Wess=
simultaneously,it would appear a logical course of acticmto continueusing the planthrough the
next IWOsurnrnersto better assess the situation.

Thankyou for acknowledging my comments as you consider the most beneficialway to proc-d
in regardsto Vibrio vukjltcus and Vibrio parahaemoIyticus.
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